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We are writing on b h If of the American Sheep Industry Association (ASI). ASI represents the
nearly 80,000 sheep 01 oducers in the United States through our 50 State-[member associations as
well as product man t cturers and other allied industry groups. ASI appreciates FDA/CVM’s
effort to solicit input new approaches to improved minor species and minor-use drug
availability,

Background

The Agency states tl-a “Sheep are a minor species with respect to effectiveness and animal safety
data collection requil e nents; sheep are a major species with respect to human safety data
collection requiremel lt s from the possible presence of drug residues in food. ” For several years,
FDAICVM officials h2ve repeatedly stated that the reclassification of sheep to minor species
designation would ta < : place in a shol~ period of time. We have welcomed these announcements,
but have been disapp o nted that the reclassification has not taken place. We oppose the continued
designation of sheep a!; a major species with respect to human food safety data collection
requirements and reit e ‘ate a summary of our previous arguments calling for reclassification. We
believe that the per c31)ita consumption of sheep meat in the United States at less than 1.5 pounds
per year warrants mi:1(r species designation for sheep, We know of no data to support “the

possible presence of jl 1Ig residues in food” with respect to US domestic sheep products. We urge
FDA to reconsider tke designation of sheep as a major species with respect to human safety data
collection requirementlt ; and, again we formally propose to reclassify sheep as a minor species,

11
We agree that in the 1 sence of approved therapies, there are increased public health risks
associated with the f i ure to treat sick animals. The extra-label use of therapeutic drugs is
essential; however s c usage, for many reasons, is not ideal or even a suilicient answer to
treating sick animals der all scenarios,
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III E. Extending Ex sting Legal Authority
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We believe that the eterinary Feed Directive (VFD:) is a valid and usefbl method of providing
drugs through feed We support current etiorts of the Minor Species Coalition to extend the
scope of VFD drug o include their use in tminor species without requiring a review process that
is too extensive.

1
The need for repro u tive drugs/products is more critical today than ever in US food/fiber animal
production. Since ny of our global trading partners have access to these products, it is diflicult
for U.S. producers relmain competitive without the same advantage. Also, a number of new
technologies now a ilable to food/tiber animal production cannot be used without these
products. Example re elmbryo transfer and artificial insemination in sheep. We believe it is very
important to extend t e Agency’s authority to streamline and fast-track approvals for these
products. Unlike a t biotics, these products carry a different set of concerns with regards to
effectiveness and sa y. Although extra-label usage under Veterinary supervision is needed as a
stopgap measure, la 1approval would be the most practical and economical approach to assuring
U.S. competitivene s in global markets without compromising proper usage.

/1
We appreciate the o ortunity to present these comments and we look forward to working with
FDAKVM in findi ~ new, effective approaches to minor species and minor-use drug availability
Whenever the shee i dustry can be of assistance to the Agency, please don’t hesitate to contact
us.

Sincerely,

President
Steve Raftopoulos II
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